Background: Early outpatient palliative care consultations are recommended by clinical oncology guidelines globally. Despite these recommendations, it is unclear which components should be included in these encounters. Aim: Describe the evaluation and treatment recommendations made in early outpatient palliative care consultations. Design: Outpatient palliative care consultation chart notes were qualitatively coded and frequencies tabulated. Setting/participants: Outpatient palliative care consultations were automatically triggered as part of an early versus delayed randomized controlled trial (November 2010 to April 2013) for patients newly diagnosed with advanced cancer living in the rural Northeastern US. Results: In all, 142 patients (early = 70; delayed = 72) had outpatient palliative care consultations. The top areas addressed in these consultations were general evaluations-marital/partner status (81.7%), spirituality/emotional well-being (80.3%), and caregiver/family support (79.6%); symptoms-mood (81.7%), pain (73.9%), and cognitive/mental status (68.3%); general treatment recommendations-counseling (39.4%), maintaining current medications (34.5%), and initiating new medication (23.9%); and symptom-specific treatment recommendations-pain (22.5%), constipation (12.7%), depression (12.0%), advanced directive completion (43.0%), identifying a surrogate (21.8%), and discussing illness trajectory (21.1%). Compared to the early group, providers were more likely to evaluate general pain (p = 0.035) and hospice awareness (p = 0.005) and discuss/recommend hospice (p = 0.002) in delayed group participants. Conclusion: Outpatient palliative care consultations for newly diagnosed advanced cancer patients can address patients' needs and provide recommendations on issues that might not otherwise be addressed early in the disease course. Future prospective studies should ascertain the value of early outpatient palliative care consultations that are automatically triggered based on diagnosis or documented symptom indicators versus reliance on oncologist referral.
Introduction
National and international guidelines and organizations such as American Society of Clinical Oncology (ASCO) recommend the delivery of palliative care services alongside standard oncology care early in the course of treatment for patients with metastatic cancer and/or a high symptom burden. [1] [2] [3] [4] [5] Because most persons with newly diagnosed advanced cancer spend the majority of their time outside of the hospital, early access to palliative care typically occurs in the outpatient setting. 6, 7 While growth in inpatient hospital palliative care teams in North America and Europe has been a positive step, 8, 9 this same explosive growth has not yet occurred in the outpatient setting. 10, 11 Mounting evidence in the United States and Canada suggests that early, outpatient palliative care consultations improve patient outcomes, [12] [13] [14] [15] [16] yet a large proportion of cancer centers do not have outpatient palliative care clinics. 6, 8, 10, 17 In the United States, a number of barriers have been cited for this slower development of early, outpatient palliative care evaluations, one of which is the lack of clarity about the value added from proactive versus symptom-triggered palliative care evaluation and assessment. 6 Indeed, very little has been reported in the literature about what occurs in outpatient palliative care consultations that are part of a comprehensive early palliative care approach.
ENABLE outpatient palliative care model
ENABLE (Educate, Nurture, Advise, Before Life Ends) is an evidenced-based model of early concurrent oncology palliative care that includes an in-person, protocol-driven, outpatient palliative care consultation performed by a board-certified palliative care physician or nurse practitioner followed by telephone-delivered sessions by a palliative care nurse coach. The description and outcomes of the ENABLE intervention, including the coaching sessions, have been detailed elsewhere; 12, 16, 18, 19 however, the content of the protocol-driven, in-person outpatient palliative care consultations has not been described. Because generalist clinical assessment (i.e. the interview, physical examination, and diagnostic work-up) and care planning do not target all of the domains addressed in a palliative care consultation, 20 the National Consensus Project (NCP) for Quality Palliative Care framework has delineated a standardized approach. 21 The NCP framework-and hence the palliative assessment-includes eight domains: structure and processes of care; physical aspects of care; psychological and psychiatric aspects; social aspects of care; spiritual, religious, and existential aspects of care; cultural aspects of care; care of the patient at the end of life; and ethical and legal aspects of care. 21 With some exceptions, 11 early palliative care clinical trials have not reported the details of the components of these assessments or the nature of recommendations that occur when relatively asymptomatic patients are evaluated. [12] [13] [14] [15] [16] Hence, we endeavored to describe the evaluation and treatment recommendations and advance care planning (ACP) discussions occurring in proactive outpatient palliative care consultations for persons with advanced cancer participating in the ENABLE III trial. 12 
Research questions
1. What were the most frequently mentioned evaluations and recommendations documented in outpatient palliative care consultation notes? 2. What were the most frequently documented ACP activities noted in the consultations?
Methods

Study design
We conducted a retrospective qualitative content analysis of the ENABLE III outpatient palliative care consultation chart notes. In addition, we performed quantitative analysis to compare the frequencies of evaluations and recommendations made in consultations between the two study groups. Institutional review boards of the Norris Cotton Cancer Center/Dartmouth College (Lebanon, NH) and the Veterans Affairs Medical Center (White River Junction, VT) approved the parent study protocol and the study was listed in ClinicalTrials.gov (NCT01245621). All participants signed written informed consent before initiating any study activities. 
Setting and patients
Data analysis
The study team employed an adapted consultation note coding schema, originally developed by Bekelman et al. 22 This approach is one of few established methods to evaluate outpatient palliative care consultation content and was chosen based on our prior work evaluating outpatient palliative care consultation in patients with heart failure. 23 The coding schema contained 71 evaluation and treatment parameters grouped into five categories: general evaluation, symptomspecific evaluation, general treatment recommendations, symptom-specific treatment recommendations, and ACP. Six members of the research team qualitatively coded the outpatient palliative care consultation notes by hand and frequencies were tabulated. To assure coding consistency, all six members coded two notes and had a series of meetings to compare and discuss coding inconsistencies. This process allowed all members to resolve and reach consensus on code definitions. After all notes were coded, an external palliative care expert independently coded two of each team member's notes as a final consistency audit. All coding discrepancies among coders were discussed and resolved through group consensus. Inter-rater agreement was calculated and notes that did not reach 0.8 agreement were discussed until coding consistency was reached. Evaluated areas and recommendations were aggregated from all notes and reported using frequencies and percentages. 24 Patient's baseline outcomes were presented as means and standard deviations (SDs) for continuous variables (age and symptoms, quality-of-life, and depression scale scores) and numbers and percentages for categorical variables (e.g. demographics and limited medical characteristics). The Statistical Package for Social Sciences, version 21.00 (SPSS Inc., Chicago, IL, USA), and Microsoft Excel 2013 software were used for all descriptive and inferential statistical analyses.
Results
Sample characteristics
Of the 207 ENABLE III trial participants, 142 (69%; early = 70; delayed = 72) had an outpatient palliative care consultation which lasted a median of 60 min (range 20-105 min). In all, 31% (n = 65) of the parent trial participants did not receive an outpatient palliative care consultation due to unable (n = 35, 53.8%), declined (n = 13, 20%), or unknown (n = 17, 26.1%) reasons.
Consulted patients' mean age was 68 years, mostly high-school graduated (n = 77, 54%), female (n = 72, 50.7%), married or living with partner (n = 93, 65.5%), rural dwelling (n = 93, 65.5%), had gastrointestinal tract cancers (n = 33, 23.2%), and high functional status (mean Karnofsky score = 82.25% ± 9.56%). In comparison to participants receiving an outpatient palliative care consultation, participants who did not receive an outpatient palliative care consultation were more likely to be rural dwelling (p = 0.03), were less likely to have had a hospice referral (p = 0.03), and had higher quality of life (p = 0.02) and lower depression scores (p = 0.007; data not shown).
As shown in Table 1 , patients' characteristics and baseline self-reported quality of life, symptom, and mood scores were not statistically different between early and delayed group participants who received an outpatient palliative care consultation. Table 2 shows general, symptom-specific, and advance directive (AD) evaluations by group assignment (early vs delayed). The general areas most frequently evaluated by the palliative care provider were marital/partner status (n = 116, 81.7%), spirituality/emotional well-being (n = 114, 80.3%), and caregiver/family support (n = 113, 79.6%). The three most frequently evaluated symptoms were mood (n = 116, 81.7%), pain (n = 105, 73.9%), and cognitive/mental status (n = 97, 68.3%). Patients in the delayed group were more likely to be evaluated for hospice (p = 0.005) and general pain (p = 0.035). Table 3 shows the frequency of general and symptom-specific treatment recommendations by group assignment (early vs delayed). The three most frequent general treatment recommendations were counseling (n = 56, 39.4%), maintaining current medications (n = 49, 34.5%), and initiating new medications (n = 34, 23.9%). The three most frequent symptom-specific treatment recommendations were for general pain (n = 32, 22.5%), constipation (n = 18, 12.7%), and depression (n = 17, 12%). Table 4 shows ACP activities present in the outpatient palliative care consultation notes by group assignment (early vs delayed). Completing ADs (n = 61, 43%), identifying surrogates (n = 31, 21.8%), and discussing illness trajectory (n = 30, 21.1%) were the most common ACP activities identified.
Outpatient palliative care consultation general and symptom-specific evaluation areas
Outpatient palliative care consultation general and symptom-specific treatment recommendations
ACP
Post hoc analyses comparing early versus delayed groups
We explored whether there were differences in evaluations, treatment recommendations, and ACP activities between the early and delayed group using Chi-square and t-tests. The only significant difference noted was that palliative care providers were more likely to have documented discussions about hospice (p = 0.002) and general pain (p = 0.035) in delayed group participants.
Discussion
This is one of the first studies to describe the content of outpatient palliative care consultations that were conducted proactively soon after an advanced cancer diagnosis as part of an early palliative care intervention trial. In this trial, outpatient palliative care consultations were focused on holistic assessment of physical symptoms, psychosocial needs, spirituality, coping, and ACP rather than referral for a specific problem or symptom. These nonemergent outpatient palliative care consultations revealed important needs, and clinicians were able to make general recommendations for counseling, medication management, and ACP. Evaluation of social support (marital/partner status) and recommendations for counseling were the most commonly addressed areas. Such recommendations encourage relationship building that is critical to having sensitive conversations around psychosocial concerns. Although the trial palliative care nurse coaches' sessions provided some psychosocial support, referrals to other psychosocial services (e.g. chaplaincy, social work) were also stressed. Indeed, we found that referrals to other specialty services occurred in 21.8% of the encounters. These supportive care factors may have enhanced the therapeutic space and helped patients identify a surrogate decisionmaker, discuss their illness experiences over time, and explore spiritual and existential concerns.
The high rate of recommendations for AD completion (43%), code status discussions, and identification of Quality of life (QOL) was assessed by 46-item Functional Assessment of Chronic Illness Therapy-Palliative Care (FACIT-Pal), composed of physical, emotional, social, and functional well-being and additional concern subscales (score range: 0-184; higher score is better; subscale α > 0.74). 25 Symptom impact was assessed by four-item Quality of Life at End of Life (QUAL-E) symptom impact subscale (score range = 4-20; higher score is better; α = 0.87). 26 Mood was assessed by 20-item Center for Epidemiologic Studies-Depression Scale (CES-D); range = 0-60; higher score indicates greater depressed mood; score > 16 indicates clinically significant depression. 27 a No participants were of Hispanic ethnicity; three participants did not respond to question. *Fisher's exact test was used for categorical variables; t-test was used for continuous variables.
surrogates highlights the need for early ACP and on-going conversations rather than viewing ACP as a one-time event. 28 The recent Institute of Medicine report, "Dying in America," stated that engaging patients and families in ongoing ACP and shared decision-making is one of the new and encouraging opportunities for improving care quality. 29 Improving AD completion rates has been identified as a US national priority and is the subject of several practice, policy, and research initiatives. 30 Nevertheless for these efforts to make a difference, care wishes must be consistently communicated across care settings. Unfortunately, ADs are still absent in many charts and hospitalized patients are at risk of receiving cardiopulmonary resuscitation (CPR) because code status discussions may not be systematically documented in their medical records. 31 Early outpatient palliative care consultation has the potential to improve such parameters by encouraging in-depth goals of care discussions when patients are stable, thus avoiding late, hurried, or absent discussions around urgent treatment decisions. 30, 32 Not surprisingly, our study found that when outpatient palliative care consultation occurred in the delayed group, palliative care providers had more hospice discussions. Although many studies show that hospice discussions occur late in the disease trajectory, 33,34 some may not view 12 weeks after diagnosis as particularly late. Early end-of-life discussions are recommended by national guidelines and are associated with less aggressive treatments and greater hospice use at the end of life. 35 However, there are many reasons why late hospice discussions occur. 21, 36 For example, a nationwide US survey study found that oncologists' discomfort and difficulty talking about death and dying was a major barrier for end-of-life discussion even though those same oncologists believed that early discussion about hospice and place of death could lead to more opportunities for life completion activities. 37 A unique strength of this study was the ability to explore differences between outpatient palliative care consultation completed at study entry (early) compared with delaying the timing by 12 weeks-though as mentioned previously, most still would consider this "delayed" group relatively "early" in the cancer trajectory. A number of authors have examined whether early consults result in lower resource use with some mixed results. A quality improvement initiative in Ontario, Canada did not find lower emergency department visits when earlier consults were conducted; however, they found that 40% of patients died within 60 days of the consult. Perhaps the timing of palliative care commonly assessed in studies of early intervention is still not early enough. 38 In contrast, a single cancer center study by Hui et al. found that early (>3 months before death) outpatient palliative care consultations were associated with significantly fewer emergency department visits, hospital admissions, and hospital deaths compared with those that were performed initially in the hospital or "late" (>3 months prior to death). Furthermore, in multivariate analyses, outpatient palliative care referral was an independent predictor of overall improved end-of-life care. They propose three possible 
Implications for practice and research
A number of studies of early outpatient palliative care consultation have amassed providing preliminary, but important implications for practice and research. In practice, it seems that the value added of early outpatient palliative care consultations is that providers may identify important patient issues that can be addressed prospectively and thus preempt occurrence of future problems. However, how "early" and what specific triggers should be used to offer outpatient palliative care consultations in newly diagnosed patients with advanced cancer remains an important topic for future research. Standardizing outpatient palliative care consultation assessments, consistent with NCP 21 and ASCO Clinical Guidelines, 2 can assure that priority areas are addressed and may optimize the care of patients with advanced cancer.
Conclusion
These outpatient palliative care consultations offered a critical layer of support because they addressed patient and family concerns that might remain unaddressed in the usual setting of referral-based consultation. Patients and their family members can be overwhelmed and shocked about the news of a life-threatening cancer diagnosis, which sends ripples into every aspect of their day-to-day life. 40 Oncologists appropriately focus their time-limited initial visits of newly diagnosed patients on discussing test results and options for treatments. This often leaves other issues, such as coping and all but the most severe symptoms, low on the priority list of discussion topics. Therefore, patients who are newly diagnosed with advanced cancer can have high symptom burden 41, 42 and ACP needs that go unaddressed. 25 In our study, the most commonly evaluated symptoms were mood (anxiety and depression), general pain, and cognitive/mental status. Even the best-intentioned oncologists will have difficulty addressing the patients' complex biopsychosocial symptoms and social situations in the usual brief oncology visits. 39 Of interest, palliative care consultants who saw cancer patients in the inpatient setting, where time may be less of a factor, identified similar types of issues and recommendations as those that we describe. 26 Given that the specialty palliative care workforce has not kept pace with the growing demand, 27 it is important to document the value added when employing this scarce resource. A report on palliative care specialty program staffing and services found that approximately two-thirds of palliative care programs are not adequately staffed to provide outpatient clinical services. 43 We hope our findings contribute to the evidence of the value added of early outpatient palliative care services-a critical and vulnerable period for patients and families in the advanced illness experience.
